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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). in no event, tiowever, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 
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2a)M This action is FINAL. 2b)n This action is non-final. 
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6) ^ Claim{s) 1-44 is/are rejected. 
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Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing{s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 



Claim Rejections - 35 USC § 102 



1. The following is a quotation of the appropriate paragraphs of 35 U.S. C, 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

2. Claims 1-3, 7-8, 15-18, 20-22, 28-30, 32, 36-37 & 41 are rejected under 35 
U.S.C, 102(b) as being anticipated by Raabe (US 5322057). 

In regards to claim 1 , Raabe discloses a portable device for delivery of inhaleable 
medicament comprising a monitor (77/79 & 15) for monitoring a patient's breathing 
cycle, a medicament container (26) having a release mechanism (6) for releasing 
inhaleable medicament, an actuator (2, 4, 7, 11 & 82 ) for actuating said release 
mechanism, said actuator being actuable in response to a signal from said monitor, and 
said monitor providing said signal at a trigger point which is correlated to the end of the 
exhalation phase of the breathing cycle. (col. 2 line 67 to col. 3 line 2) 

In regards to claim 2, Raabe discloses the use of one or more sensors for 
sensing the pressure profile of the breathing cycle (note sensor 15 is a pressure 
transducer & sensors 77/79 serve as a differential pressure transducer). 

In regards to claim 3, Raabe discloses the use of one or more sensors for 
sensing the airflow profile of the breathing cycle (note sensors 77/79 serve as a 
differential pressure transducer which are used for flow monitoring). 
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In regards to claim 7, Raabe is fully capable of delivering medicament to a user 
at the point in the exhalation phase when the lungs are the most empty, (col. 2 line 67 
to col. 3 line 2) 

In regards to claim 8, Raabe discloses the monitor being attached to an 
electronic information processor (microprocessor 9). 

In regards to claim 15, Raabe discloses the a display (80). 

In regards to claim 16, Raabe discloses a selector (10, see push button interface 
of 80 that permits "selection"). 

In regards to claim 17, Raabe discloses a manual selector (push buttons of 80). 

In regards to claim 18, Raabe discloses the selector as operable in response to a 
signal from an electronic information processor. (See the supporting text of 9 & 80). 

In regards to claim 20, Raabe discloses the selector having a metering 
mechanism (22) between the container and the release mechanism. 

In regards to claim 21 , Raabe discloses a multi-fire mechanism (plurality of 6s) 
for multiple actuation of the actuator wherein each actuation releases a portion of the 
optimum amount of medicament. 

In regards to claim 22, Raabe discloses the use of an aerosol container (26, note 
containment of aerosol in its headspace) and a valve (6) as a release mechanism (note 
valve 6 is a valve that facilitates the generation of aerosol and hence is a "aerosol 
valve"). 

In regards to claim 28, Raabe discloses the container as being a liquid container. 
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In regards to claim 29, Raabe discloses an energy store for storing energy which 
is releasable to active the release mechanism of the medicament container. (Note the 
actuator's connectivity/gatekeeper role of controlling-retaining energy from line 4 & inlet 
2 via 82) 

In regards to claim 30, Raabe discloses the energy store aspect of the actuator 
comprising a biasable element (7). 

In regards to claim 32, Raabe disclose the use of an energy store comprising 
compressed fluid (note use of pressurized gas connectable via element 2). 

In regards to claim 36, Raabe discloses a safety mechanism to prevent multiple 
actuations of the actuator. (See col. 5 lines 62-68) 

In regards to claim 37, Raabe discloses that the end result of the safety 
mechanism is to impose a time delay between actuations. 

In regards to claim 41 , Raabe discloses a housing for containing the device. 
(See Fig 2). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 1 02 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 



4. Claims 4-6, 19, 23-24, 31, 33-35 & 42-44 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Raabe. 
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In regards to claim 4, the reference noted above substantially disclose the 
claimed invention except for the use of a temperature sensor to monitor the profile, a 
known interchangeable equivalent with pressure sensors in the respiratory arts for 
performing this function. 

It is noted that applicant's specification does not set forth the use of this known 
interchangeable equivalent, as unexpectedly providing any new result or unexpectedly 
solving any new problem in the art over the prior art. 

Accordingly, the examiner considers the selection of such to be a mere obvious 
matter of design choice and as such does not patently distinguish the claims over the 
prior art, barring a convincing showing of evidence to the contrary. 

Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

In regards to claim 5, the reference noted above substantially disclose the 
claimed invention except for the use of moisture sensors to monitor the profile, a known 
interchangeable equivalent with pressure sensors in the respiratory arts for performing 
this function. 

It is noted that applicant's specification does not set forth this known 
interchangeable equivalent, as unexpectedly providing any new result or unexpectedly 
solving any new problem in the art over the prior art. 
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Accordingly, the examiner considers the selection of such to be a mere obvious 
matter of design choice and as such does not patently distinguish the claims over the 
prior art, barring a convincing showing of evidence to the contrary. 

Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

In regards to claim 6, the reference noted above substantially disclose the 
claimed invention except for the use of oxygen and carbon dioxide sensors to monitor 
the profile, a known interchangeable equivalent with pressure sensors in the respiratory 
arts for performing this function. 

It is noted that applicant's specification does not set forth this known 
interchangeable equivalent, as unexpectedly providing any new result or unexpectedly 
solving any new problem in the art over the prior art. 

Accordingly, the examiner considers the selection of such to be a mere obvious 
matter of design choice and as such does not patently distinguish the claims over the 
prior art, barring a convincing showing of evidence to the contrary. 

Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 
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In regards to claim 19, the reference noted above substantially disclose the 
claimed invention to include a timer (col. 5 lines 10-25) for varying the actuation of the 
release means, but which is directly coupled to the release means and not the actuator 
as set forth by applicant, i.e. a reversal or rearrangement of known parts for a known 
purpose. 

It is noted that applicant's specification does not set forth this reversal of a known 
part for a known purpose, as unexpectedly providing any new result or unexpectedly 
solving any new problem in the art over the prior art. 

Accordingly, the examiner considers the selection of such to be a mere obvious 
matter of design choice and as such does not patently distinguish the claims over the 
prior art, barring a convincing showing of evidence to the contrary. 

Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

In regards to claim 23, Raabe substantially discloses the instant application's 
invention invention to include a metering chamber for metering the release of 
medicament (head space of 26 & 31 ) except for the metering chamber being located in 
the aerosol valve, a mere reversal/rearrangement of known parts for a known purpose. 

It is noted that applicant's specification does not set forth this 
reversal/rearrangement of known parts for a known purpose, as unexpectedly providing 
any new result or unexpectedly solving any new problem in the art over the prior art. 
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Accordingly, the examiner considers the selection of such to be a mere obvious 
matter of design choice and as such does not patently distinguish the claims over the 
prior art, barring a convincing showing of evidence to the contrary. 

In regards to claim 24, Raabe discloses a metering chamber that has a variable 
volume. (Note that as liquid medicament is consumed, the volume the chamber (the 
headspace of 26) will vary). 

In regards to claim 31, the reference noted above substantially disclose the 
claimed invention except for the use of a spring as a biasing element, a known 
interchangeable equivalent with solenoid biasing elements in the respiratory arts for 
performing this function. 

It is noted that applicant's specification does not set forth the use of this known 
interchangeable equivalent, as unexpectedly providing any new result or unexpectedly 
solving any new problem in the art over the prior art. 

Accordingly, the examiner considers the selection of such to be a mere obvious 
matter of design choice and as such does not patently distinguish the claims over the 
prior art, barring a convincing showing of evidence to the contrary. 

Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

In regards to claim 33, the reference noted above substantially disclose the 
claimed invention except for the use of voltaic cell(s) as an energy store, a known 
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interchangeable equivalent with compressed gas pneumatic energy store in the 
respiratory arts for performing this function. 

It is noted that applicant's specification does not set forth the use of this known 
interchangeable equivalent, as unexpectedly providing any new result or unexpectedly 
solving any new problem in the art over the prior art. 

Accordingly, the examiner considers the selection of such to be a mere obvious 
matter of design choice and as such does not patently distinguish the claims over the 
prior art, barring a convincing showing of evidence to the contrary. 

Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

In regards to claim 34, the reference noted above substantially disclose the 
claimed invention except for the use of a chemical energy source, a known 
interchangeable equivalent with compressed gas pneumatic energy stores in the 
respiratory arts for performing this function. 

It is noted that applicant's specification does not set forth the use of this known 
interchangeable equivalent, as unexpectedly providing any new result or unexpectedly 
solving any new problem in the art over the prior art. 

Accordingly, the examiner considers the selection of such to be a mere obvious 
matter of design choice and as such does not patently distinguish the claims over the 
prior art, barring a convincing showing of evidence to the contrary. 
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Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

In regards to claim 35, the reference noted above substantially disclose the 
claimed invention except for the use of a "physically explosive energy source", a known 
interchangeable equivalent with compressed gas energy stores in the respiratory arts 
for performing this function. 

It is noted that applicant's specification does not set forth the use of this known 
interchangeable equivalent, as unexpectedly providing any new result or unexpectedly 
solving any new problem in the art over the prior art. 

Accordingly, the examiner considers the selection of such to be a mere obvious 
matter of design choice and as such does not patently distinguish the claims over the 
prior art, barring a convincing showing of evidence to the contrary. 

Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

In regards to method claims 42-44, one of ordinary skill in the art would 
appreciate that the method steps claimed in the instant application would naturally flow 
from the device disclosed in the prior art as noted above and therefore are rejected 
herein above with respect to claims 1-41 . 
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5. Claims 9-14 & 38-39 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Raabe in view of Goodman (US 5813397). 



claimed invention, but does not explicitly disclose the use of active memory to store 
breathing cycle data. However, Goodman disclose such (800 & supporting text 
regarding previous breath flow and volume maxima). The references are analogous 
since they are from the same field of endeavor, the respiratory arts. At the time the 
instant application's invention was made, it would have been obvious to one of ordinary 
skill in the art to have taken the features of Goodman and used them with the device of 
Raabe. The suggestion/motivation for doing so would have been to more consistently 
and accurately achieve the object of the Raabe device to deliver medicament during the 
exhalation phase to reach the patient at the precise moment of inhalation . Therefore it 
would have been obvious to combine the references to obtain the instant application's 
claimed invention. 

Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

In regards to claims 10 & 1 1 , Raabe substantially discloses the instant 
application's claimed invention, but does not explicitly disclose use of an algorithm or 
look up table to predict an optimal triggering point. However, Goodman disclose such 
(algorithm 800, look up table 810). The references are analogous since they are from 



In regards to claim 9, 



Raabe substantially discloses the instant application's 
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the same field of endeavor, the respiratory arts. At the time the instant application's 
invention was made, it would have been obvious to one of ordinary skill in the art to 
have taken the features of Goodman and used them with the device of Raabe. The 
suggestion/motivation for doing so would have been to more consistently and accurately 
achieve the object of the Raabe device to deliver medicament during the exhalation 
phase to reach the patient at the precise moment of inhalation . Therefore it would have 
been obvious to combine the references to obtain the instant application's claimed 
invention. 

Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

In regards to claims 12 & 13, the reference noted above substantially disclose 
the claimed invention except for the use of a second algorithm or look up table, i.e. the 
duplication of a known part for a known purpose. 

It is noted that applicant's specification does not set forth this duplication of a 
known part for a known purpose, as unexpectedly providing any new result or 
unexpectedly solving any new problem in the art over the prior art. 

Accordingly, the examiner considers the selection of a duplication of a known 
part for a known purpose to be a mere obvious matter of design choice and as such 
does not patently distinguish the claims over the prior art, barring a convincing showing 
of evidence to the contrary. 
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Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

In regards to claim 14, Raabe substantially discloses the instant application's 
claimed invention, but does not explicitly disclose use of a dose memory. However, 
Goodman disclose such (840 and supporting text). The references are analogous since 
they are from the same field of endeavor, the respiratory arts. At the time the instant 
application's invention was made, it would have been obvious to one of ordinary skill in 
the art to have taken the features of Goodman and used them with the device of Raabe. 
The suggestion/motivation for doing so would have been to more consistently and 
accurately achieve the object of the Raabe device to deliver medicament during the 
exhalation phase to reach the patient at the precise moment of inhalation . Therefore it 
would have been obvious to combine the references to obtain the instant application's 
claimed invention. 

Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

In regards to claim 38, Raabe substantially discloses the instant application's 
claimed invention, but does not explicitly disclose an actuation counter. However, 
Goodman disclose such (col. 27 line 60-67 & col. 28 lines 34 - 42). The references are 
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analogous since they are from the same field of endeavor, the respiratory arts. At the 
time the instant application's invention was made, it would have been obvious to one of 
ordinary skill in the art to have taken the features of Goodman and used them with the 
device of Raabe. The suggestion/motivation for doing so would have been to track 
dosing of a user to insure optimal treatment and amount of medicament received. 
Therefore it would have been obvious to combine the references to obtain the instant 
application's claimed invention. 

Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

In regards to claim 39, Raabe substantially discloses the instant application's 
claimed invention, but does not explicitly disclose a dose counter. However, Goodman 
disclose such (col. 27 line 60-67 & col. 28 lines 34 - 42 ). The references are analogous 
since they are from the same field of endeavor, the respiratory arts. At the time the 
instant application's invention was made, it would have been obvious to one of ordinary 
skill in the art to have taken the features of Goodman and used them with the device of 
Raabe. The suggestion/motivation for doing so would have been to track dosing of a 
user to insure optimal treatment and amount of medicament received. Therefore it 
would have been obvious to combine the references to obtain the instant application's 
claimed invention. 
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Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

6. Claim 40 is rejected under 35 U.S.C. 103(a) as being unpatentable over Raabe in 
view of Landis et al (US 4648393). 

In regards to claim 40, Raabe substantially discloses the instant application's 
claimed invention, but does not explicitly disclose the use of a manual override. 
However, Landis disclose such (col. 3 lines 9-11). The references are analogous since 
they are from the same field of endeavor, the respiratory arts. At the time the instant 
application's invention was made, it would have been obvious to one of ordinary skill in 
the art to have taken the features of Landis and used them with the device of Raabe. 
The suggestion/motivation for doing so would have been to insure proper medicament 
delivery could be insured when the device malfunctions by providing for a manual 
override. Therefore it would have been obvious to combine the references to obtain the 
instant application's claimed invention. 

Furthermore, such a feature is old and well known in the art, and one of skill in 
the art would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

Claims 25-27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Raabe in view of Targell (US 5310092). 
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In regards to claim 25, Raabe substantially discloses the instant application's 
claimed invention to include the chamber having a fixed volume, but does not explicitly 
disclose varying the metering volume by using a piston or plunger. However, Targell 
discloses such (see element 30). The references are analogous since they are from the 
same field of endeavor, the dispensing arts. At the time the instant application's 
invention was made, it would have been obvious to one of ordinary skill in the art to 
have taken the features of Targell and used them with the device of Raabe. The 
suggestion/motivation for doing so would have been to provide more accurately 
metered doses of medicament (col. 3 lines 37-40) . Therefore it would have been 
obvious to combine the references to obtain the instant application's claimed invention. 
Furthermore, such a feature is old and well known in the art, and one of skill in the art 
would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

In regards to claim 26, the suggested device is made of a material that can 
"expand." 

In regards to claim 27, the reference noted above substantially disclose the 
claimed invention except for the shape of the chamber being telescopic or concertina. It 
is noted that applicant's specification does not set forth this shape, as unexpectedly 
providing any new result or unexpectedly solving any new problem in the art over the 
prior art. Accordingly, the examiner considers the selection of these shapes to be a 
mere obvious matter of design choice and as such does not patently distinguish the 



• Application/Control Number: 09/914,830 Page 17 

Art Unit: 3743 

claims over the prior art, barring a convincing showing of evidence to the contrary. 
Furthermore, such a feature is old and well known in the art, and one of skill in the art 
would consider such to amount to a matter of mere obvious and routine choice of 
design, rather than constitute a patently distinct inventive step, barring a convincing 
showing of evidence to the contrary. 

Response to Arguments 
1 . Applicant's arguments filed 14 Jan 04 have been fully considered but they are not 
persuasive. 

In regards to the objection to the drawings and the claims, applicant's 
amendment is proper and responsive and resolves the issues. Therefore the objections 
are withdrawn. 
NOTE GENERALLY: 

Applicant's arguments fail to comply with 37 CFR 1 .1 1 1(b) because they amount 
to a general allegation that the claims define a patentable invention without specifically 
pointing out how the language of the claims patentably distinguishes them from the 
references. 

Applicant's arguments do not comply with 37 CFR 1 .1 1 1(c) because they do not 
clearly point out the patentable novelty which he or she thinks the claims present in view 
of the state of the art disclosed by the references cited or the objections made. Further, 
they do not show how the amendments avoid such references or objections. 
NOTE SPECIIFICALLY: (Regarding the 35 USC 102 Issues) 
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In response to applicant's argument that portable, hand held and patient operable 
distinguish, a recitation of the intended use of the claimed invention must result in a 
structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. In a claim drawn to a 
process of making, the intended use must result in a manipulative difference as 
compared to the prior art. See In re Casey, 152 USPQ 235 (CCPA 1967) and In re 
Otto, 136 USPQ 458, 459 (CCPA 1963). 

In response to applicant's arguments, the recitation of "hand held" & "Patient- 
operable" has not been given patentable weight because the recitation occurs in the 
preamble. A preamble is generally not accorded any patentable weight where it merely 
recites the purpose of a process or the intended use of a structure, and where the 
body of the claim does not depend on the preamble for completeness but, instead, the 
process steps or structural limitations are able to stand alone. See In re Hirao, 535 
F.2d 67, 190 USPQ 15 (CCPA 1976) and Kropa v. Robie, 187 F.2d 150, 152, 88 
USPQ 478, 481 (CCPA 1951). 

The device of Raabe is fully capable of being held by human hands and a patient 
can be trained to use the device as its designed for human interface. Applicant's 
reliance on preamble language to positively claim non-structural intended uses is not 
persuasive. No specialized definitions for these terms are present in the application. 
Non-of the claims conform to the guidepost of Catalina v. Coolsavings.com to give 
patentable weight to the pre-amble language. 
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Applicant's assertions that claim 1 requires certain features that the prior art does 
not have are in error, the prior art possesses all the STRCUTURE applicant claims. 
Applicant's intended uses are not positive recitations of structure, thus the prior art as 
viewed by one of ordinary skill appreciates that Raabe is fully capable of such uses. 

Applicant's assertion that the pressure senses of Raabe do not monitor breathing 
cycle but instead determine a point of exhalation is no different to one of ordinary skill 
characterizing something as "six" of one verses "half dozen" of another, i.e. it amounts 
to a semantic difference without a distinction in reality. As such applicant's arguments 
as to the 102 rejections is not persuasive. 
IN REGARDS TO THE 35 USC 103 ISSUES: 

As noted previously addressing the 35 USC 102 issues, the intended use pre- 
amble recitations do not patently distinguish over the prior art of record as applied. 

IN regards to applicant's assertion that Raabe does not trigger release of 
medicament based upon exhalation, applicant makes the assertion that the timing of 
release (i.e. operation of the device) in the exhalation phase patently distinguishes. As 
noted this is a device, hence operation without additional structure does not result in a 
patentable distinction. Applicant does not dispute the fact that Raabe discloses all the 
structure that applicant claims. Hence by shear force of logic alone dictates the device 
is fully capable of applicant's intended uses. The fact that one of oridinary skill 
appreciates and understands this, only further reinforces the obviousness of this fact. 
Applicant provides not disclosure that the precise timing of medicament release within 
the exhalation phase results in any unexpected benefits or results, hence such a 
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methodology of delivery would be obvious tone of ordinary skill, as the only benefit 
would be to have the bolus of medicament ride the leading edge of inspiratory effort into 
a user's lungs, which Raabe achieves, by a scintilla of deviation in timing of deliver of 
medicament during the exhalation phase. 

IN regards to the additional comments by applicant that claims 4-6 are 
independently patentably distinct, the examiner notes that they are not in separate 
applications or base claims. The very manner with which applicant has filed these 
specific limitations is an admission on the record that applicant (presumably a highly 
skilled artisan in the relevant art) considers such to be obvious variations, thus going 
contrary to applicant's consul's statements that these features are "unique" unto 
themselves. If applicant considers the features of these claims to be patently distinct 
independent of the current base claims, then such base claims should be added and the 
claims restricted out by election of species to insure the application conforms with 35 
use 101 , As currently claimed and discloses they are being presented as minor, 
obvious variations on a single invention when viewed by one of ordinary skill in the art, 
with which attorney argument alone cannot alter. 

Regarding evidence of the interchangability of temperature and pressure/flow 
sensors please see US patents 5368015 (sensors that may be used on insert member 
170), 6024704, 6234973 (Sensor 220). Applicant has confused statements that 
embrace what one of ordinary skill in the art has awareness of verses conclusory 
statements. The examiner's statements were predicated upon the basal understanding 
that office actions, as part of the record are written not for the general public, but for one 
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of ordinary skill in the art. In regards to the moisture, C02 & oxygen sensors see 
6694974, 6584972 and 4938212, 4932402 & 4706664 respectively. 

The headspace of Raabe is used to meter a volume, hence it meets the 
limitation. 

IN regards to the rejection that uses Goodman, the limitations applicant asserts 
Goodman does not possess are not the limitations upon which Goodman is relied upon 
to establish a prima facia 35 USC 103 rejection. Only through the fiction applicant has 
created that the relevant base references do not have these limitations does one arrive 
at such conclusions. The limitations applicant asserts are not in Goodman are 
irrelevant to the obviousness analysis, as they are in the base references, hence 
applicant's arguments (while correct relative to Goodman) are not persuasive because 
they have nothing to do with the reasoned basis of obviousness upon which the 
rejection relies upon Goodman for. 

Applicant's arguments directed to Landis & Targell in conjunction with Raabe 
again repeat the same arguments which are in error because Raabe does disclose the 
relevant limitations and these references are not being relied upon for these limitations. 
Accordingly, the relevant previously stated argument responses are herein incorporated 
by reference in response to applicant's repetitious arugments. 

Conclusion 

1 . Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph F Weiss Jr. whose telephone number is 703- 
305-0323. The examiner can normally be reached on M-F, 8-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry A. Bennett can be reached on 703-308-0101 . The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




